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CDER Standard NDA/BLA Approval Rates 
for Applications Received FY 98 - 04 

and Approved Within 36 Months

• Beginning in 2004, these figures include BLAs for therapeutic biologic products transferred from CBER to CDER 
effective 10/1/2003. 
• Approvals through 30-Sep-05

Pe
rc

en
ta

ge
 o

f A
pp

ro
va

ls




